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signed to duloxetine or pregabalin cohorts based on their initiated agent. Patients
who had pill coverage of the agents over 90 days preceding the initiation were
excluded. The two comparative cohorts were constructed using propensity score
greedy match approach. Descriptive analysis and paired-t test were performed to
compare fibromyalgia-related health care utilization rates (inpatient, outpatient,
medication) in the one-year post-initiation period between the two matched
cohorts. RESULTS: Both matched cohorts (n  1,265 pairs) had a similar mean
initiation age (49-50 years), female percentage (87-88%), and baseline co-morbid
conditions (neuropathic pain other than diabetic peripheral neuropathic pain, low
back pain, cardiovascular disease, hypertension, headache or migraine and osteo-
arthritis). In the year preceding the initiation, both cohorts had similar inpatient
utilization rates (15.7-16.1%), outpatient utilization rates (100%) and medication
utilization rates (97.9-98.7%). In the post-initiation year, the utilization rates were
different between the cohorts with the pregabalin cohort using more fibromyalgia
related inpatient care (3.2% vs. 2.2%, p0.05), all inpatient care (19.3% vs. 16.8%,
p0.05), fibromyalgia related outpatient care (62.1% vs. 51.8%, p0.05), selective
serotonin reuptake inhibitors (34.0% vs. 20.1%, p0.05) and other fibromyalgia re-
lated medications, including antidepressants and anticonvulsants other than du-
loxetine or pregabalin. CONCLUSIONS: Compared to fibromyalgia patients who
initiated duloxetine, fibromyalgia patients who initiated pregabalin consumed
more fibromyalgia-related inpatient, outpatient, and medication care in the first
post-initiation year.
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DEMOGRAPHI˙C AND SOCI˙OECONOMI˙C CHARACTERI˙STI˙CS THAT AFFECT
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NECROSIS FACTOR INHI˙BITORS FOR RHEUMATOID ARTHRITIS PATIENTS
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OBJECTIVES: Identify the demographic and socioeconomic predictors associated
with Rheumatoid Arthritis (RA) patients treated with intravenous (IV) versus in-
jectable tumor necrosis factor inhibitors (TNF-i). METHODS: Patients with at least
two RA diagnoses initiating infliximab, etanercept, adalimumab, and IV abatacept
were selected from Medicare database (January 2006 to December 2009). The index
date was defined as the initial prescription or IV administration date. Logistic re-
gression was used to determine covariates that increased the probability a patient
was treated with an IV form of TNF-i (infliximab or IV abatacept) as opposed to a
subcutaneous injection (etanercept or adalimumab). Medications were also ana-
lyzed separately using a multinomial logistic regression model. Demographic, clin-
ical and socioeconomic status (SES) scores were controlled in the models.
RESULTS: Subcutaneous injections were used as the reference category in the
regression model. Patients between ages 65 and 69 were less likely to use IV treat-
ment compared to patients over age 80 (Odds Ratio [OR]: 0.59; p0.0001]). Females
were also less likely to be prescribed IV treatment (OR: 0.76; p0.0001]). Patients
with medium (OR: 1.46; p0.0001) and high SES scores (OR: 1.51; p0.0001) were
more likely to use IV treatments compared to patients with low socioeconomic
status. For multinomial regression, the reference treatment was etanercept. Fe-
male patients had a lower chance of switching to infliximab (OR: 0.73; p0.0001)
and abatacept (OR: 0.76; p0.0001). Patients with an Elixhauser index score2 were
more likely to be prescribed abatacept (OR: 1.45; p0.0001), but less likely to be
prescribed infliximab (OR: 0.86; p0.0023). Lastly, patients were less likely to switch
to adalimumab from etanercept if they had high SES scores. CONCLUSIONS: RA
medication prescriptions are dependent on patient demographic and clinical char-
acteristics. Gender, socioeconomic status, age, and Elixhauser index are all signif-
icant variables in determining the treatment of choice.
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OBJECTIVES: To gain insight into the key uncertainties generated from the avail-
able evidence in current health technology assessments (HTAs) for rheumatoid
arthritis. METHODS: Step I: Manual search of 75 health care agencies’ websites for
published anti-rheumatic drug-related assessments (January 2010-May 2012). Step
II: All HTAs that received a negative funding decision were then selected for further
evaluation. Of these, the reasons for rejection were categorized and frequency of
mentioning counted. RESULTS: Step I identified 96 HTAs for rheumatoid arthritis;
79 were relevant single technology assessments (STA), appraising a total of 21
drugs (of which 8 biologics). Step II: A total of 26 assessments received a negative
funding decision by 11 independent HTA bodies, appraising between them 12 drugs
(4 biologics). There were 17 reasons for rejecting drugs discussed; with uncertain-
ties generated by the lack of head-to-head trials reported most frequent; together
with unfavorable cost-effectiveness. Other reasons include but were not limited to;
positioning in treatment pathway, dosing regimen and lack of long term follow up
data. The two most rejected drugs were TNF inhibitors: Certolizumab pegol (7
times rejected) and golimumab (4). Specific reasons for rejecting certolizumab
pegol were concerns around the maintenance of response and high patient with-
drawals in the study. Golimumab was rejected due to uncertainties regarding re-
duction in progression of structural damage (INESSS, Canada) and uncertainties
associated with the indirect comparisons; including the sequence of treatments
chosen for the economic assessment (NCPE, Ireland). NCPE later accepted goli-
mumab for funding following a price reduction. CONCLUSIONS: HTA agencies
report various reasons for rejecting anti-rheumatic drugs. Within the HTA agen-
cies, there is a strong demand for comparative head-to-head studies with current
biologics. Sound health economic evidence is essential for new medicines to in-
crease the chances of approval.
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BIOLOGIC THERAPIES FOR RHEUMATOID ARTHRITIS – ELIGIBILITY CRITERIA IN
THE UK
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OBJECTIVES: The British Society for Rheumatology (BSR) Guidelines recommends
biological therapies for the treatments of patients with RA as measured by Disease
Activity Score (DAS-28) 3.2. Current UK reimbursement Guidance recommends
use for biologics to treat patients with RA who have a DAS-28 of 5.1 only (severe
RA). Our objective is to highlight the need for a review of the eligibility criteria for
use of biologic therapies to treat RA in the UK, and to illustrate the number of
patients with RA who would be eligible to receive biologic therapies if the criteria of
DAS-28 3.2 were to be applied. METHODS: The UK-population estimate was ap-
plied to the NICE costing template for biologics for RA, and the number of RA
patients eligible to receive biological treatment was calculated. Prevalence rates
were based on Symmons. Percentages have been reworked by reference to the
population age and sex profile. Based on the Commissioning Guide for biological
therapies, which incorporates estimates of patients with a DAS-28 5.1 in whom
treatment with disease-modifying anti-rheumatic drugs has failed; 10% patients
with RA are eligible for treatment with biologics. Based on clinical opinion collected
from a number of leading UK rheumatologists the proportion of patients eligible for
treatment with biologics at a DAS-28 score3.2 was estimated to be 50%. RESULTS:
The total estimated prevalence of patients with RA is 421,022. Utilising the restric-
tions outlined in current guidance and applying a DAS-28 score 5.1 results in
42,102 RA patients being eligible to receive treatment with biologics. Whereas
210,511 patients would be treated if a DAS-28 score 3.2 were to be applied.
CONCLUSIONS: Restrictions on UK-guidance leave a significant number patients
untreated compared to international guidance. There is widespread agreement
that there is a need to make these drugs available to those patients most likely to
respond to them.
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OBJECTIVES: Assessment of a risk-sharing scheme (RSS) for certolizumab pegol
(CZP) in terms of per-patient value-for-money and affordability in the Finnish
population.METHODS: Literature search, indirect comparison of American College
of Rheumatology (ACR) responses for biologic treatments for RA in anti-TNF-naïve
patients, and stochastic modelling using a new hybrid approach that combines the
assessments of per-patient cost-effectiveness and per-population budget impact
in one Markov model. Using 12-week cycles, multiple comparators (treatment-mix
modelling, i.e. real-life combination of treatments instead of a single comparator)
and a Finnish societal perspective, effects and costs (administration, drug, in-pa-
tient, monitoring, adverse event, travelling, productivity; 2011 real value) were
evaluated over a five-year horizon. If an ACR20 response was achieved at 12 weeks,
CZP treatment was continued. Otherwise, CZP acquisition costs were refunded
under the RSS, and maintenance treatment was initiated. Quality-adjusted life-
years were estimated based on a relationship between EQ-5D and Health Assess-
ment Questionnaire. The budget impact part assumes a rising incidence of RA
during 2013–2017 in Finland and includes treatment persistence estimates.
RESULTS: Over the five years, introducing the CZP RSS for all starting patients
provided cost savings of €4796 together with 0.04 additional quality-adjusted life-
years per patient (100% cost-effectiveness probability). Approximately 4.7% of CZP
acquisition costs were refunded due to RSS. The correspondent budget per patient-
year was estimated at €27,310 under the current mix of anti-TNFs and subsequent
therapies, which could be reduced to average €26,299 per patient-year if all starting
patients were to receive CZP with RSS. Whereas the magnitude of the budget im-
pact is based on several assumptions, all the sensitivity analysis conducted were
consistent and showed that CZP would reduce costs and improve patient health.
CONCLUSIONS: The current analysis showed that CZP in association with a RSS is
cost-effective and affordable compared to current mix of treatments in Finland.
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OBJECTIVES: Etanercept (ETN) and Adalimumab (ADA) are commonly prescribed
biologic disease-modifying antirheumatic drugs (DMARDs) for psoriatic arthritis
(PsA) patients. The objective of this study was to describe treatment patterns fol-
lowing the initiation of ETN and ADA in PsA. METHODS: Adult PsA patients were
selected from MarketScan Commercial Claims database (2005-2009) if no index
biologics prescription prior to the index date (first ETN/ADA prescription date);
continuous enrollment 6-month prior and 12-month post index date; 2 PsA diag-
noses in different office visits; no diagnosis of ankylosing spondylitis. Treatment
patterns are defined as: treatment discontinuation--a treatment interruption of
60 consecutive days with no other DMARD use after last prescription; switch--the
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initiation of a new DMARD within 60 days of the discontinuation date of the index
biologic; intermittent use of the index biologic--60 days of treatment gap, ‘step-
down’--discontinuation of one of the DMARD therapies from the initial combo
therapy, ‘step-up’--adding a new DMARD for 28 consecutive days. Numbers are
reported in pairs with ETN first and ADA second. RESULTS: Over the 12-month
study period, majority of PsA patients newly initiated ETN/ADA (N2037/2217) had
1 therapy change (65.3%/69.1% with a median time to change: 113/112 days). Among
patients initiated on mono ETN/ADA (N1410/1496), 40.7%/33.5% patients remained
on the index mono therapy, 12.1%/11.6% patients discontinued the treatment, 18.2%/
14.7% patients had intermittent treatment, 7.0%/11.4% switched to another mono
therapy, and 21.9%/29.1% step-up to combo therapy. Among patients initiated on ETN/
ADA in combination with an oral DMARD, 21.4%/26.8% remained on the original
combo therapy, 77.5%/72.7% ‘stepped down’ to a mono therapy, and very few patients
discontinued therapy (0.5%/0.1%) or adopting intermittent biologic therapy
(0.6%/0.3%). CONCLUSIONS: This study suggests that most of the PsA patients
newly initiated on ETN or ADA have a therapy change over the first year.
URINARY/KIDNEY DISORDERS - Clinical Outcomes Studies
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A SWEDISH PROSPECTIVE OBSERVATIONAL STUDY TO EVALUATE THE
IMPACT IN QUALITY OF LIFE AMONG PREVIOUSLY UNTREATED PATIENTS
RECEIVING THEIR FIRST PRESCRIPTION OF SOLIFENACIN. (SPOQ-STUDY)
Mattiason A1, Persson CA2
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OBJECTIVES: To evaluate in daily clinical practice possible changes in perceived
quality of life (QoL) in patients treated with solifenacin and also to investigate
whether the treatment had an impact on the use of incontinence pads. METHODS:
This non-interventional study consisted of one visit at the study centres per pa-
tient and two follow-up questionnaires (13-item QoL and 6-item bother scale,
OAB-q SF) after 3 months and 6 months, answered by the patients at home.
RESULTS: A total of 232 patients were included in the study at 35 centers in Swe-
den. Sixty patients participated at baseline only. The age of patients ranged from 25
to 87 years (mean 64 years). One hundred and sixty-seven patients (97.1%) were
women and 5 patients (2.9%) were men. Almost all of the participating investiga-
tors were specialists in gynecology, which explains the large proportion of women
among the patients. Solifenacin significantly improved self-perceived health-re-
lated quality of life, as measured by the 13-item QoL scale of the OAB-q SF, at 3
months vs. baseline (p .0001) and at 6 months vs. baseline (p .0001) and also
when 6 months and 3 months data were compared (p0.007), in anti-muscarinic
naive OAB patients. Solifenacin significantly improved self-perceived health-re-
lated quality of life, as measured by the 6-item bother scale of the OAB-q SF, at 3
months vs. baseline (p .0001) and at 6 months vs. baseline (p .0001). The mean
use of pads significantly decreased from 19 to 12 pads per week. Solifenacin signif-
icantly decreased the use of pads at 3 months vs. baseline (p .0001) and at 6
months vs. baseline (p.0001). CONCLUSIONS: Solifenacin significantly improved
self-perceived health-related quality of life, as measured by both the 13-item QoL
scale and the 6-item bother scale of the OAB-q SF. Solifenacin significantly de-
creased the use of pads per week.
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ISSUES IN THE SYSTEMATIC REVIEW OF DRUGS FOR RARE DISEASES: A CASE
STUDY OF ECULIZUMAB FOR AHUS
Kaltenthaler E1, Rathbone J2, Tappenden P1, Bessey A3, Cantrell A4
1University of Sheffield, Sheffield, UK, 2University of Sheffield, Sheffield, South Yorkshire, UK,
3University of Sheffield, Sheffield, UK, 4University of Sheffield, Sheffield, South Yorkshire, UK
OBJECTIVES: Assessing the clinical effectiveness of drugs for rare diseases pres-
ents many challenges for systematic reviewers. Atypical haemolytic uraemic syn-
drome (aHUS) is a rare disease with a worldwide prevalence of between 2.7 and 5.5
per million population. A systematic review was undertaken to assess the clinical
effectiveness of eculizumab for the treatment of aHUS. The aim of this research
was to highlight issues with applying standard systematic review methods to as-
sess clinical effectiveness where the evidence base is not well developed.
METHODS: A systematic review using standard methods was undertaken of ecu-
lizumab for the treatment of aHUS. RESULTS: Standard search methods did not
identify all relevant information and other sources of evidence were used, such as
hand searching and internet searching. Three studies were identified showing
eculizumab to be beneficial in treating aHUS. However serious concerns were iden-
tified with the evidence base in the review. The issues of concern were: lack of a
control group in any of the studies, the use of surrogate outcome measures only,
little information available on comparator treatments, lack of clarity on patient
selection in the trials and no baseline data available for this patient population.
Very little information on eculizumab for aHUS was available in the public domain.
CONCLUSIONS: The issues highlighted here are of concern in the review of other
rare diseases, where information may also be scarce. Guidance is needed on ap-
propriate study designs. There is a need for validated surrogate outcomes and final
patient related outcomes, a need for registries of baseline data, long term follow-up
data and adverse event information to enable the monitoring of the natural course
of the disease. Guidance is need on best practice for the recruitment and selection
of patients for trials of treatments for rare diseases.
PUK3
EVALUATION OF MEDICATION-RELATED PROBLEMS IN HEMODIALYSIS
PATIENTS
Wu CL
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OBJECTIVES: Patients under hemodialysis (HD) may have many medication-re-
lated problems (MRPs) due to their medical complexity. The study objective was to
identify MRPs experienced by inpatients under HD upon admission in Wang-Fang
hospital in Taiwan.METHODS: Patients on either regular or irregular hemodialysis
from 24th October to 11th November in 2011 were included in this study. Patients
who did not use any drugs were excluded. Demographic and types of MRPs were
assessed by descriptive statistics. RESULTS: A total of 81 patients were evaluated,
and 67 MRPs were identified. Each patient used 11 drugs on average. Patients using
over 12 drugs were at higher risk of occurring MRPs. Among the 67 MRPs, the most
common type of MRP was drug interaction (50.7%), followed by overdose (37.3%).
Pharmacists intervened 17.91% of the MRPs and also kept monitoring 58.2% of the
MRPs. Physicians accepted 91.67% of the pharmacy interventions. Patients under
regular (n67) or irregular HD (n14) were also compared in our study. Different
types of MRPs were shown between the two groups. Drug interaction occurred
more often in patients on regular HD (n32, 47.8%), while overdose was more
commonly discovered in irregular HD group (n7, 50%).CONCLUSIONS:MRPs exist
commonly in HD patients. The study showed that patients using 12 or more drugs
were at higher risk of occurring MRPs. Patients under regular or irregular HD may
have different patterns of MRPs. Pharmacists should be more careful when evalu-
ating these patients’ medications.
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OBJECTIVES: To compare health care resource utilization and costs in OAB adults
receiving fesoterodine, solifenacin or tolterodine in clinical practice in Spain.
METHODS:A retrospective study was designed using primary care electronic med-
ical records from three towns in Spain. Records of patients who initiated OAB
therapy between 2008 and 2010 and with a follow-up of at least 52 weeks were
retained. Patients over 18 of both genders with an OAB diagnosis [ICD-9-CM 596.51]
and a new prescription of fesoterodine, tolterodine or solifenacin were included in
the analyses. All type medical visits (primary care, specialist and emergency room),
absorbents for urinary incontinence, complementary/diagnostic tests and con-
comitant medications related with OAB along with cost of antimuscarinics used
were analyzed (NHS perspective). Comparisons between antimuscarinics were ad-
justed by location, age, sex, time since diagnosis, co-morbidity burden and medi-
cation possession ratio (medication/time), and were compared using univariate
general linear models with bootstrap (1000 re-samples) bias correcting methods to
calculate 95% confidence intervals. RESULTS: A total of 1,971 records (58.3%
women, 70.1 [SD: 10.6] years) were analyzed; 302 treated with fesoterodine, 952
with solifenacin and 717 with tolterodine. Respectively, 17%, 22% and 25% of sub-
jects used absorbents during the study (p0.014). Adjusted mean health care costs
(95% bootstrap CI) were significantly lower with fesoterodine treatment [€1639
(1542; 1725)] compared with solifenacin [€1780 (1699; 1854), p0.022] or tolterodine
[€1893 (1815; 1969), p0.001]. All medical visits costs were also lower with fesotero-
dine €433 (411; 457) than with solifenacin [€533 (515; 552); p0.001] or tolterodine
[€563 (539; 585), p0.001]. Drug costs due to co-morbidities associated with OAB
were also lower with fesoterodine [€216 (180; 258)] compared with solifenacin [€305
(274; 338); p0.002] or tolterodine [€335 (306; 366), p0.001]. CONCLUSIONS: Treat-
ment of OAB with fesoterodine in clinical practice in Spain was a cost-saving ther-
apy from the NHS perspective as compared to solifenacin or tolterodine.
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EMPLOYMENT RATES AND INDIRECT COSTS IN PATIENTS WITH END-STAGE
RENAL DISEASE: DIFFERENCES BETWEEN MODALITIES OF RENAL
REPLACEMENT THERAPY
Julián JC1, Cuervo J2, Rebollo P2, Castejón N2, Callejo D2
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OBJECTIVES: The present study aims to compare the work status and the indirect
costs associated to morbidity in end-stage renal disease patients undergoing one of
the following alternatives of renal replacement therapy (RRT): Hemodialysis in a
specialized center (HD), automated peritoneal dialysis (APD), continuous ambula-
tory peritoneal dialysis (CAPD), and renal transplant (TX). METHODS: An analysis
on indirect costs from morbidity on RRT was implemented, following the Human
Capital Theory. An epidemiological, multicenter, cross-sectional study was con-
ducted. A total of 243 patients in working age were included (32 CAPD, 46 APD, 83
HD and 82 TX). The potentially productive years of life lost (PPYL), the costs of lost
labor productivity (LLPc) for the year 2009 and the total cost of PPYL (PPYLtc) until
age of retirement were estimated. All the estimations were adjusted by age, sex and
different activity rates (obtained from the Spanish National Institute of Statistics).
Besides, discount rates of 0%, 3% and 6% were also considered. Chi2 tests and
Kruskal-Wallis or Mann-Whitney U (Bonferroni correction) statistics were used to
compare socio-demographic and clinical variables. Due to its skewed distribution,
non-parametric analysis (a bootstrap confidence intervals of differences in costs
calculated following the simple bias-corrected percentile method -1,000 bootstrap
estimates-) was computed to highlight differences in costs. RESULTS: No signifi-
cant differences were found in age or sex between groups (p0.05). The PPYL were:
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